INVESTIGATORS' AND SITE COORDINATORS'
OPPORTUNITY FOR RESEARCH EXCELLENCE

MARCH 30 -31, 2017

AGENDA

NCI Shady Grove Campus
9609 Medical Center Drive

Rockville, MD 20850

I-SCORE Day 1 — Thursday, March 30, 2017

REGISTRATION

Terrace Level, Outside Room TE406

7:30-8:30

WELCOME

Room TE406

Registration

8:30-8:35

8:35-8:50

Welcome

Consortia Update

CONSORTIA TRIAL RESULTS

Room TE406

Leslie Ford, MD

Division of Cancer Prevention, NCI
Eva Szabo, MD

Division of Cancer Prevention, NCI
Brandy Heckman-Stoddard, PhD,
MPH (Moderator)

8:50-9:10

9:10-9:30

9:30-9:50

9:50-10:10

10:10 -10:30

10:30 - 10:45

MDA10-16-01: A Multicenter Phase Il Study of

Docosahexaenoic Acid (DHA) in Patients with a
History of Breast Cancer, Premalignant Lesions,
or Benign Breast Disease

UWI09-8-02/10-16-01R: A Randomized,
Double-Blind, Single-Dose and Multi-Dose
Study of the Novel Retinoid, 9cUAB30 to
Determine Pharmacokinetics and Safety

UAZ2013-01-01: The Effect of Intermittent
versus Continuous Dose Aspirin (ASA) on Nasal
Epithelium Gene Expression in Current Smokers

MAY2012-00-01: Phase |, Randomized, Placebo-
Controlled Trial of Linaclotide to Demonstrate
Colorectal Bioactivity in Healthy Volunteers

NWUO03-01-04: Phase IIB Trial of G-2535
(Unconjugated Isoflavones — 100) in Women at
High Risk for Breast Cancer

BREAK

Ayca Gucalp, MD
Memorial Sloan Kettering Cancer
Center

Howard Bailey, MD
University of Wisconsin Carbone
Cancer Center

H-H. Sherry Chow, PhD
University of Arizona Cancer Center

David Weinberg, MD, MSc
Fox Chase Cancer Center

Seema Khan, MD
Robert H. Lurie Comprehensive Cancer
Center



INVESTIGATORS' AND SITE COORDINATORS'
OPPORTUNITY FOR RESEARCH EXCELLENCE

MARCH 30 -31, 2017

I-SCORE Day 1 (continued) — Thursday, March 30, 2017

TRIAL ACCRUAL SESSION Margaret House, RN, BSN (Moderator)
Room TE406
10:45 -11:05 Waivers of Consent John Horigan, MA, CIP

CIRB Operations Office, EMMES
11:05-11:20 AQuIP Data Update Ellen Richmond, MS, GNP-BC

Division of Cancer Prevention, NCI
11:20-11:45 Recruitment and Retention Studies with  Marvella Ford, PhD
African Americans: Lessons Learned Medical University of South Carolina

GROUP PHOTO AND LUNCH
1st Floor Lobby Area
11:45-12:00 Group Photo

12:00-1:00 Lunch (On your own)

POSTER SESSION and INTERACTIVE UPDATES Anne Ryan (Coordinator)
2nd Floor Atrium, Outside Room 2E908
1:00 - 2:00 See list of Poster Presentations

IMS Rostering — (Room 2E904) Troy Budd PMP, CCRP

Division of Cancer Prevention, NCI
RegDash — (Room 2W904) Samara Galvao, MS

CCS Associates
AQuIP 2.0 Demonstration: New and TRI AQuIP Team

Improved Reporting — (Room 2E914)
CONSORTIA PROCESS UPDATES
Room TE406
2:00 - 2:25 CIRB Stipulation Analysis Linda Parreco, RN, MS

Division of Cancer Prevention, NCI
2:25-2:35 DCP Safety Committee: Serious Adverse  Gary Della’Zanna, DO, MSc

Eileen Dimond, RN, MS (Moderator)

Event Reporting SOP Division of Cancer Prevention, NCI
2:35-3:00 Unanticipated Problem Reporting Laura Covington, MS, CIP
CIRB Operations Office, EMMES
3:00 - 3:15 Study Closeout Anne Ryan

Troy Budd PMP, CCRP
Division of Cancer Prevention, NCI
3:15-3:30 BREAK

CONCURRENT SESSIONS
3:30 —5:30 EXECUTIVE COMMITTEE MEETING Eva Szabo, MD (Moderator)
' ) 2nd Floor Conference Room 2E914
3:30 - 5:30 CLO Coordinators THINK TANK Ellen Richmond, MS, GNP-BC (Moderator)

Terrace Level, Rooms TE408/410

N



INVESTIGATORS' AND SITE COORDINATORS'
OPPORTUNITY FOR RESEARCH EXCELLENCE

MARCH 30 -31, 2017

I-SCORE Day 2 - Friday March 31, 2017

REGISTRATION
Terrace Level, Outside Room TE406

7:30-8:00 Registration

CANCER CHEMOPREVENTION WITH METFORMIN: H-H. Sherry Chow, PhD (Moderator)
NEXT STEPS
Room TE406
8:00-8:15 Ongoing Metformin Clinical Trials Brandy Heckman-Stoddard, PhD, MPH
Division of Cancer Prevention, NCI
8:15-8:35 Update on the role of Metformin in Neil Fleshner, MD, MPH, FRCSC
Prostate Cancer University of Toronto
8:35-8:55 Obesity, Metformin and Endometrial Victoria Bae-Jump, MD, PhD
Cancer Treatment University of North Carolina
8:55-9:15 Phase Il Trial of Barrett's Esophagus Amitabh Chak, MD
Chemoprevention with Metformin University Hospitals Cleveland Medical
Center

9:15-9:35 Panel Discussion
9:35-9:55 BREAK

PREVENTION OF HPV-RELATED CANCERS: SUCCESSES  Vikrant Sahasrabuddhe, MBBS, DrPH

AND OPPORTUNITIES (Moderator)

Room TE406

9:55-10:10 Overview of Ongoing Prevention Clinical Vikrant Sahasrabuddhe, MBBS, DrPH
Research on HPV-related Cancers Division of Cancer Prevention, NCI

10:10 - 10:40 HPV VLP Vaccines: Development, Impact, John T. Schiller, PhD
and Future Directions Center for Cancer Research, NCI

10:40 - 11:10 Therapeutic HPV Vaccines: Moving the field Cornelia L. Trimble, MD
forward Johns Hopkins University

11:10-11:30 Panel Discussion

OPTIMIZING EARLY PHASE CLINICAL TRIAL DESIGNS Vikrant Sahasrabuddhe, MBBS, DrPH

Room TE406 (Moderator)
11:30-12:00 Novel Early Phase Clinical Trial Design Richard Simon, DSc
Concepts Division of Cancer Treatment and
Diagnosis, NCI

12:00 - 12:15 Open Discussion

WRAP UP AND ADJOURN Leslie Ford, MD and Eva Szabo, MD




